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Department of Energy
Carlsbad Field Office
. P. 0. Box 3090
Carlsbad, New Mexico 88221

September 29, 2003

Mr. Michael C. Eagle

U.S. Environmental Protection Agency
Office of Radiation Protection and Indoor-Air
Radiation Protection Division

1200 Pennsylvania Avenue N.W.
Washington, D.C. 20460

Dear Mr. Eagle'

Please be advised that a team of auditors from the Carlsbad Field Office will conduct a
surveillance at Los Alamos National Laboratory on October 28 through October 30,
2003. The surveillance will evaluate the adequacy, implementation, and effectiveness
of the Sealed Source Peer Review process for determining if the qualified existing
radiological data for sealed sources is a suitable alternative to NDA measurements in
meeting the data quality objectives set forth in the CH WAC. The surveillance will be
conducted in accordance with the enclosed surveillance plan.

If you have any questions or comments concernlng the survelllance please contact me
at (505) 234 7442,

Sincerely,

oo Clriom

M. Lea Chism

Quality Assurance Specialist
Enclosure

A. Holland, CBFO *ED
K. Watson, CBFO *ED
B. Shroff, EPA “ED
R. Joglekar, EPA  *ED
E. Feltcorn, EPA  *ED
M. Rojo, CTAC  *ED
L. Greene, WRES *ED
K. Dunbar, WRES
CBFO QA File

CBFO M&RC
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CARLSBAD FIELD OFFICE SURVEILLANCE PLAN

Surveillance

Number: ‘CBFO S-04-05 .

Orgailization to Los Alamos National ]f;aborz_atory (LANL)
Be Surveilled:

Of'gani.z'ations,tov Los Alamos National Laboratory (LANL)
Be Notified: Environmental Protection Agency (EPA)

Environmental Evaluation Group (EEG)

Date and October 28 to October 30, 3003
Location: Los Alamos, New Mexico
.Surveillance

‘Teams _ J, Gray Surveillange Team Leader, CTAC

‘A, Arceo Surveiflance Team Member, CTAC
Surveillance Scope:

The surveillance w111 evaluate the adequacy, nnplementatxon, and effectweness of the Secaled
Source Peer Review process for determining if the quahﬁed existing radiological data for sealed

. sources is a suitable altematwc to NDA measurements in meeting the data quality objectives set

forth in the CH WAC
Activities:
The follovwng peer review process elements W111 be evaluated

Applmabﬂity of the pear review
®  Struchure-of the peer review group

e Tl Ameptab . W af’ pm xev:ew gmu}a members,

Gover nmg Documents/Reqmrements.

Adcquacy evaluanons of the peer review process and the surveﬂlance checkhsts wilt he
hased upon the followmg documents

*  Sealed Source Peer Revww Program Plan, Revnsmn 0, September 16, 2003.
(Attached)
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* NRC (U.S. Nuclear Regulatory Commission), 1988, Peer review for High-level

Nuclear Waste Repositories, General Technical Position, NUREG 1297, February
1988, ' S S

Schedule of Audit Activities:

A pre'-sﬁrv_eilléi_née, conference is scheduled for 8:00 a.m. Tuesday, October 28,2003, in
the designated area at LANL. , : :

A post-surveillance cdﬁference is scheduled for Thursday, October 30, 2003, in the
designated area at LANL. S

Propared By: g [l LA T . Dater__ ‘i’/ﬁ"’%%
' ./" Minfatay, SuGilighce Team Leader | 2
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Approved By = Yy aad ot Date: &7 /. s
Ava Lo Tolfand, ' 4
CBFO Quality Asswratice Mavager e
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ATTACHMEN T

Sealed Source Peer Review Prograni Plan
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SEALED SOURCE PEER REVIEW PLAN

. This plan describes the process and documentation requirements for the use of the peer review proces:
- to qualify existing data for sealed radiological sources in lieu of performing radioassay. The peer °
review process will be petformed in accordance with criteria provided in 40 CFR § 194.22 which
specifies the use of the NUREG 1297 guidelines. The plan defines the management approach,
tesources, schedule, and technical requirements for the subject peet review. A

BACKGROUND

Sealed sources are known quantities of radioactive materials that have been encapuslated in
quantities that produce known radiation fields, Sealed sources have multiple uses ranging from
instrument calibration sources to sources that produce radiation fields for experimental
applications. The Off-Site Source Recovery (OSR) Projeet at Los Alamos National Laboratory
(LANL), created in 1999, under the direction of the Waste Management Division of the U.S,
Department of Energy (DOE) Albuquerque has been assigned the responsibility to recover and
manage excess dnd unwanted radioactive seal < sources from the public and private sector,
LANL intends to ship drums containing qualified sealed sources to the Waste Isolation Pilot
Plant (WIPP) for disposal, Prior to shipping, these drums must bo characterized with respect to
radiological content and other parameters. The, U. S. Environmental Protection Agency (EPA)
requires that tep radionulcides be quantified and reported for every container of waste to be
disposed in the WIPP. ‘The methods traditionally approved by the EPA include non-destructive
assay (NDA) in accordance with Appendix A of the Contact-Handled Transuranic Waste
Acceptance Criteria for the Waste Isolation Pilot Plant (DOE, 2002) (CH WAC), However, -

-because of the nature and pedigree of historical records for sealed sources and the technical
infeasibility of performing NDA on these sources, LANL proposes to characterize the content of

ese waste drums using qualified existing radiological data in lieu of direct measutement.

The use of qualified existing data is allowed by the EPA under 40 CFR 194,22 as long as the

data were collected under an Nuclear Quality Assurance (NQA) program (40 CFR § 194.22(a))

or if not collected wirder an approved NQA. program the data are qualified using one or more of

the following alternative methods (40 CER § 194.22 (b): - '

L D@fémﬁ;i_éﬁon that the data were collected under a QA prograr that is oguivalent in
| . . effectto ASME NQA-1-1989 edition; ASME NQA-22-1990 addeiida, Part 2.7, to ASME

R SN . . v
- e b 11 oy o

T "The tse of do;‘toborgting data, with 1he data Telationships snd nfersnces clearly idatitified
- and justified ’

Coxifirnjatory testing that is performed and docurmented

* Peer m,{ici':i:dn_'c.hictéd in & manner that is compatible with NUREG-1297, Peer Review

for High Level Nuclear Waste Repositories.

Based on the viability of cach alternative for qulaifying exisﬁng daia, performing a peer review
is the most suitable. The peer review process uses a documentegl critical review, performed by

sl
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peers who possess qualifications at Jeast equal to those of the individuals who conducted the
original work. The peer reviewers will be independent of the work being reviewed. This means

the peer reviewer a) was not involved 8S a participant, supervisor, technical reviewer, or advisor in
the work being reviewed, and b) to the-extent practical, has sufficient freedom from funding
considaral_:ions to ensure the work is impartially reviewed.

A peer review of a subject matter msu]ts in assurance to the regulator and the public that the subject
matter is reasonable, accurate and valid for its intendeduse. o ’

SCOPE OF THE PEER REVIEW

The Sealed Source Peer Review will determine if the qualified existing data s a suitable alterative to
NDA measurements in meeting the data quality objectives set forth in the CH WAC. The scope of this
peer review is limited to assessing the quality of historical radiological records and the
analysis of this historical information as it is used to characterize actinide (predominately Py-
239, Pu-238 and Am-241) bearing sealed sources, destined for disposal at WIPP. :

The pect review shall be performed in a manner that is compatible with NUREG 1297, as required
by 40CFR . § 194.27(b). In general, the peer review process will analyze and evaluate (a)
validity of assumptions; (b) alternate intérpretations; (c) uncertainty of results and consequences
if wrong; (d) appropriateness and limitations.of methodology and procedures; () adequacy of
application; (f) accuracy of calculations; (8) validity of conclusions; and (h) adequacy of
tequirements and criteria, ' , ,

Specifically, the peerreview will provide answers ;tb' the following technical questions:

* Source of radionuclide matcrxal . .
-~ Is thé;e sufficient documentation of sealed sources origin/history related to specific

" sealed sources to specific q\_mntiﬂes of radioactive materials? -
~. Is there sufﬁciém documentation of ﬁle b‘roduction of the source materia.l’ to model
isotopic distributions?
*  Sealed Source mdufactgfe - o -
" Aro the existing radiclogioa) data and historical records acourato and. complete?

e -Does the docxlinentaﬁpn allow the 'dctemﬁxg_ézmt_i.gn of thc default nuclide distributions.
- and the "ncé'fih'ihties agrmrx'i;tad with the dictribmtinne?

" Determination of Lsotopic Distcibution ’

Do source configurations/markings/documentation demonstrate that no modification
of the source material has occurred?

Is the method for determining the isotopic distribution based on source Materials
identified in manufacture records appropriate for the source material?

Acceptabﬂiﬁy of the Characterization Agpioach.
- Are the records accnrate and complete?

Page 2 of 10
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: I,s'.the overall characterization program for determining the required radionuclide
distribuﬁon adequate for meeting the data quality objectives in the CH WAC?

The following items are outside the scope of the peer review: _
Radiological charac:‘ter‘ization'reguirmen,ts not associated with WIPP's EPA Certification
+# Non radiological characterization parameters and techniques

- ® AR rerorde for courcas not WIDD alininla

DESCRIPTION OF THE WORK TO BE REVIEWED

The peer review will evaluate the use of AK records and standard isotopic modeling to define the
10 radionuclides specified by the EPA and the associated uncertainties. The peer review will
look at the program and the documented criteria for identifying and selecting which existing data. -
ate considered acceptable, either alone or in combination with other records for meeting the data
qualtiy objectives, The review will evaluate actual AK tecords compiled for WIPP eligible
sources and determine if thoe process for ensuring the quality of these records is suitable for
uture sealed sources that have not yet been determined to be WIPP cligible, The pecr review
- will evaluate AK informaition from various references, such as the U.S, Nuclear Regulatory
Commission (NRC) registry of sealed souices, the sealed source manufacturer, the original
shipping paper and specification sheet, and data from the NRC/U.S. Department of Energy
(DOE) Nuclear Material Management and Safeguards System (NMMSS), as well as other
physical information about the sealed source. ¥ ; :

The peer review will evaluate the proposed analytical methods for taking the acceptable AK data
and estimating the nyclide distribution and coptent for ali ten EPA-required radionuclides as
specified in the CH WAC for individual source$ and disposal containers, The characterization
method will provide cortections for radiological decay, activation, and transmutation products.
Assumptions and inputs to the software and the resulting output aud uncertainty caleulations will
be reviewed ag part of the peet review, ; Co '

COMPOSITION OF THE PEER REVIEW PANEL |
Members of ,thé Seai@d Souwcs Peer Rcv:c:w Panel '(SSPRE) will mpmsght the Appropﬁatc
spectrum of knowledge and experience regarding sealed sources and WIPP disposal

e Tedquirements,.. Eaghwmx.fn&ic;vﬁﬂillﬂhax{emcbg:ﬁzcdandweﬁﬁable-ore’denﬁals«in-t—he .
MMMM ' 4ealmiea1~area--he-'ox%-shq-is"selecte&m*evaluate:‘!’he'"bvne'(:tiva'twmmm‘“emiérﬁsé“ and”

qualifications of the peer group members will span the issues and areas involved in qualifving
the historical data and the process for collecting and using these data for sealed sources.
ineinding but not limited to the helow expertise: '

Source produ(‘:‘tionv' L
2. Source material production .

‘Soixr:cc u.,se'ag'c o |

me‘charééteﬂzat_ion program

Page 3 of 10
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Hoalth physios (including statistcs arid radiological modeling)
" NDA o

asslgnments of specific review tasks and actvities among the roview panel.

Members of the pesr review panel will be independent from the work being unider review, They
will have not participated in any capacity with the development of the work under review and pe
free from funding, administrative, and managerial ties to ensure the work is impartially reviewed.
In cases where total independence cannot be met because someone of equivalent technical

-qualification and greater independence is not available, the rationale for the reviewer selection
will be documented. '

SCHEDULE

This sohedule will serve as the baselino sehedule from which requested schedle deviations will be
evaluated by the peer roview manager, if appropriate. Revisions to the baseline schedule will not
Tequire revision to this plan, but must be approved by the LANL OSR manager, or designee.

“The Peer Review process will consist of the following milestones and deliverables:

- Milestone Amﬁﬁgablg, ' Date Due -

"Selection Committee Cézmmg Septéx;iiier 1 1,‘20'03
. Peér Review Meeting Start Octaber 27,2003 .

PRTpEr—

B R Y e
Draft Meeting i«imrtsmﬁnmm

Final Mcctmg Minutes E ' zmhmim day aﬁe‘r meeting
"Intémal DraftPeer Review Report No’ée;n;bnr 3, 2003
'Cormnehié _dn Internal Draft Report November 5, 2003
External Draft Pecr Roview Report Novesiber 10, 2003

Page 4 pf 10
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Final éée;r 3e§i¢w.1gepo¢ | : Novernber 17, 2003
Peer Review QA File “ o | . Noﬂremﬂer 26, 2003

PEER REVIEW PROCESS |
Bt oview process willlosely followthe AttachmcaLof CBFO procedire MP 105 -Fagr————

-~ Roview, whicljs developed in accordance with and implements the guidance in NUREG 1297
Specifically the peer review process will: , '

.- .‘Foll'ow 5 wriptén orocedure Tn ﬂ;e aheanca nf 2 TANT -Icpaniﬁ‘.{v' I'{mmrhl:m' MRRO MD
10.5, Attachment 1 will be used. In'the event of a conflict between the peer review
procedure and NUREG 1297, NUREG 1297 will take precedence. ‘ .

-+ . Include documentation of the peer review. Activities include documenting the selertion nf

- pancl members, assignment of a panel leader, panel member independence documentation, and
tecording and archiving meeting minutes, : ‘ .

~* Hecondicted in noonmdance with n sthednle for the Peer seview establiched by the LANI, OSR

’ W ~ F e i ort nawm ary vaat Al2ANAL
manager, or designee.
Provide communication of infarim peat raview findinoe in'hardenny tn the T ANT . (0SR
manager, or designee S C -

& Dendving o favmnd vedtbnm wmienns VR TVt rer e e R SR W S
P mrariway v AN Ay v'vulwvu IV‘IVA‘- WA RAAN VWA aw v iw vy uu\u.us,o L R R/ TITYRY IV TN

*»  Hallaws analiter aooteansa VAN vanisieamants fae Anne P e Anmbonl amd wanneda
- , K L T TS AN Y S g e et e e grevge Y S - - - " —
archiving,
. » o ;‘ \v; ' awv ate’ . ~4 .... o -~ - - ‘-.v.. ' . ' ... .— - — ) -
o AYALCANVAL Bl lP vl vy ablu,uslllu. valcey .M.mmgvmcut DULULIVLES WILL SEI Ve AY WG It Neview
" Manager. . S ~

IMIF. L Loonara or LAn, WLl S0rve a5 the LANL USK Manager. Mr. derry MCALpIn Wity
. 'serve as the primary designee for the LANL OSR Manager. Other LANL OSR staff will ,
serve as technical advisors. The cognizant LANL OSR Manager, or designee, is responsible for .

the peer review, . . : T
T Aselgction commilos comsisting oty ulviduals S IEdioR O W Peoffeviow Thbager Willseloot.
: ' _m“%iidates‘iqr;.tbapeexx@yie%paﬁélwuponxe;iﬁcatipn..tha:4ha.ssx>mz;n¢mbcmmcetme,crinexia.‘,...-.-.;-_n~- R

< outlined in MP 10.5, Attachugent 1, sealed source orientation and training will be scheduled as part of
-+ the first day of the SSPRP review meetings. The SSPRP members are éxpected to complete

their review of requiired reading matecials prior to the otientation meeting.

* Throughout the teview, the SSPRP s encouraged to engage in frank discussions with the individuals
- 1esponsible for the. work under review.. However, the SSPRP must observe ali rules for interaction
. with EPA, CBFO, LANL, and, stakeholders, as outlined in MP 10.5. S

Page 5 of 10
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Adequacy Criteri, ' . o

The quality of existing radiological data, as well as the overall proposed chardcterization method mus
meet commenly accepted technical and scientific standards based on the in-depth evaluation afforde:
by the peer review process. The SSPRP will perform their review using the adequacy critetia in
NUREG 1297 as a guide for their review. The criteria in NUREG 1297 are as follows:

Revision v
BE 10

Validity of assﬁmpﬁoris,
s Altemate interpretations, _

* ‘Unceftainty of results and consequences if the model is inadequate,
Appropriateness and Iiﬁﬂtations. of methodology and procedures,

¢ Adequacy of application, ' '

» Accuracy of calculations,
‘Validity of conclusions, and

. Adé'quécy of tequirements and criteria.

Additional criteria may be defined by the panel.

The SSPRP chairperson, with the assistance of the peer review manager, will ensure that the
SSPRP findings are formally documented in a report. At the request of the LANL OSR Manage:
or designee, a draft of this report may be provided prior to finalization. However, to ensure the
independence of the panel's conclusions, transmittal copy and any subsequent comments are for
information only. ‘ L : '

The SSPRP report shall: |
A. Besigned by each SSPRP member o
- B: ‘Describe the work or issue that was reviewed .
© C. Describe the conclugions reached by the SSPRP _
D: Provide individual statements by the SSPRP members reflecting dissenting views or
. additional comments, as ajgptvo.priatc‘ s :

=B Lisr e SSPRE menobiors and provids acepiabiliy Tleiusnon (C6., edhiaeal ™ < S e

qualifications and independence) for each member including any potential technical and

or organizational partiality
Daily Meetings

The peer review will consist of daily team theetings. The first day will be reserved for orientaior
and background information, The second, third and fourth days will be technical evaluation of
the proposed characteization and overall method. The agenda and review format will be.
determined by the SSPRP chairperson based on the needs of the SSPRP members and the
availability of resources. With concurrence of the SSPRP chairperson, the SSPRP may chose t¢

Page 60f 10
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break into smaller work sessions, At the end of each day the SSPRP will reconvene as a whole

- to Summarize its 'écﬁv;ﬁes, The peer teview Manager will ensure that written meeting minutes
are developed, distributed to SSPRP members and are Maintained as QA records. Authorization
for observers to attend the daily meetings will be obtained through the peor review manager prior
'to admittance, _ ' L : -

‘Peer Review Daily Caucus

At the conclusion of each day of peer review meetings the SSPRP chairperson will convene a
Deer review cancus fo set the next day’s agenda and address issues, concerns, questions,
conflicts, etc. The peer review manager will assist the SSPRP chairperson in resolution of the
issues discussed in the daily caucus, as necessary. The peer review manager will ensure that
written caucus minutes are develo  and will ensure the minutes are maintained as QA records,
Authorization for observers to attend the caucus ‘meetings will be obtained through the peer
review manager prior to. admittance, o ' . '

o S ‘CS . ‘ .

Required reading material necessary to support the peer review will be provided by the peer

- Teview manager, or designee, for distibution fo the panel. The material will be briefly reviewed
and open for discussion during the first day orientation sessions. It is assumed that the peer review will
‘motneed to be conduct in a phased manner because of the limited scope of the review, The peer
review manager and the, SSPRP.chairperson will establish the basic review agenda for each
day"s session based on availability of technical staff, SSPRP member interests, and other factors
discussed in the dailv meetings and cancuses. ' : '

- 'The peeil review meét_inés willbe held awhy from LANL or other govémmcnt properties to
avoid distractions of key techinical resonrces and ensure independence from LANL influences.
These meetings, although remote from LANL; will be.held close enough where ngfsded

. ' made
Manager, No reasonable request will be refused. - '

QUALITY ASSURANCE - L S

D T A U

~The peerreview. process will be conducted and documented i a cantrolied nianner S complizice e
‘with the Project 2010 Quality Assurance Program and applicable QA procedures, '
The QA Oversight Manager will conduct assessments of the peer review process to ensure that
‘all aspeots of the peer review conform to NUREG 1297. Paul Bell of Washington Group

- International will serve as the QA Oversight Manager. The QA Oversight Manager will present
any assesstaent findings to the peer review manager. The QA Oversight Manager will review
the resolution of any findings to ensure that they include an assessment of the impact of the
finding(s) on the ongoing peer review , '

* The Project 2010QA Managermay apbbint observers to attend the pecr review orientation and peer

Page 7 of 10
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review meetmgs. The Project 2010 OSR QA Managcr may schedulc an assessment or audit of the
peer feview process and records prior to completxon of the review.

Records generatcd asa result of sealed sources peer review actmties deﬁned in ttns peer review plan
and Attachment 1 of MP 10.5 will be designated as QA records and maintained by the peer review
managet in accordance with Pm;ect 2010 QA Program until after the final peer review report is
.issued and the peer review process is completed. Duplicate records shall be generated and
maintained at separate facilities. Upon completion of the pecr review process, the original copy of
the QA records (when possiblc) shall be formally transferred and delivered to the LANL OSR
Manager, or desxgnee for retention. QA records to be retained include:

A, Peer rev1cw plan _

| B. Peer rcvnew procedure(s) if apphcable

Service acqu:smon document(s)

SSPRP member venfication of educatxon/employment documentatxon
Dctemnnauon of SSPRP member independence documentauon
'SSPRP member selection justificauon/declsxon documentation
_SSPRP mcmber servxcc provzder contracting documentation

Observer i mqun-y forms ‘

'SSPRP chanperson quahﬂcation documentauon

,SSPRP member selecuon documentation

QQPDD nmrmiahnn rlmnmfantaﬂnn M\A aﬁmrhnnn f'nrm .

A= r‘*'.ﬁ@.é’f .iﬁ S

. L. Whitten mmutes of meeungs delibcranons, and acnvmes
M Sealed sourccs peer review report. '

An invxtatxon wﬂl be extendcd to the EPA and the CBFO to observe the sealed sources peer
‘review process. :

Page 8 of 10
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APPROVAL

This Peer Review Plan is submitted to the cognizant LANL OSR Manager, or designee, for
approval, _ . . ;
Prepared by Ron Burns, Sealed Source Peer Review-Manager
Si‘gnature ; ‘N“"““‘::i%gw R :’?f“’w =
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